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Summary of Proposed Clinical Prior Authorizations

New Business
e Apokyn and Kynmobi
* New criteria

 Evrysdi (oral solution)
* New criteria

e Gocovri and Osmolex ER
e New criteria

* Hemady (dexamethasone)
* New criteria

These classes were recommended for review by the MCOs and the Vendor Drug Program to ensure
appropriate and safe utilization. .’Q
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Apokyn and Kynmobi
Clinical Prior Authorization Proposal



Apokyn and Kynmobi

* Apokyn and Kynmobi are dopamine agonists indicated for
the acute, intermittent treatment of ‘off’ episodes
associated with advanced Parkinson’s disease.

e Apokyn is for subcutaneous use. Doses range from 0.2mL (2mg) to
0.6mL (6mg). Maximum single dose is 0.6mL (6mg); maximum 5
doses per day; maximum total daily dose 2mL (20mg).

e Kynmobi is for sublingual administration. Doses range from 10 to
30mg per dose given as needed, with a maximum of 5 doses per

day.
* Treatment with a concomitant antiemetic is recommended, starting
3 days prior to the first dose.

* WAC pricing?:
e Apokyn is $1100 per 3mL (30mg) vial.
* Kynmobi is $788 per 30 sublingual films.

*Costs shown do not include any rebates that may be available

1. Apokyn and Kynmobi. In: Red Book Online. Greenwood Village (CO): Truven Health Analytics; 2021 [cite
2021 Jan22]. Available fromww.micromedexsolutions.cam
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Guidelines for the management of

Parkinson’s Disease
AAN Recommendations (2005):

* Selegiline

* Initial symptomatic treatment of PD with selegiline in order to
confer mild, symptomatic benefit prior to the institution of
dopaminergic therapy may be considered (Level A, class Il evidence)

* Dopaminergic Treatment

* In patients with PD who require initiation of dopaminergic
treatment, either levodopa or a dopamine agonist (DA) may be
used. The choice depends on the relative impact of improving
motor disability (better with levodopa) or lessening of motor
complications (better with dopamine agonists) (Level A, class | and
class Il evidence)

* When levodopa therapy is initiated, either an IR or SR preparation
may be considered (Level B, class Il evidence)

Miyasaki JM, Martin W, Suchowersky O, et al. Practice parameter: Initiation of treatment for
Par ki nson’ s dibssedraview. Refdort ofdhe QuihldynStardards
Subcommittee of the American Academy of Neurology. Neurology ZOOZSE:Rbaffirnleﬁ
2005. 4

HEALTH INFORMATION

designs




Guidelines for the management of Parkinson’s

International Parkinson and Movement Disorder Society (2018):

e Early PD requiring symptomatic therapy:

. CIinicaI(IJ/ useful: non-ergot DA (pramipexole IR/ER, ropinirole IR), ergot DA (cabergoline,
pergolide), levodopa preparations (IR, CR, ER), MAO-B inhibitors (selegiline and rasagiline) and
anticholinergics

* Possibly useful: non-ergot DA (ropinirole PR), ergot DA (bromocriptine) and amantadine

e Early or stable PD requiring adjunct therapy to levodopa:

* Clinically useful: non-ergot DA (pramipexole IR/ER, ropinirole IR, rotigotine), rasagiline,
zonisamide and anticholinergics

* Possibly useful: ergot DA (bromocriptine) and amantadine
* Investigational: selegiline

* Unlikely useful: tolcapone

* Not useful: entacapone, safinamide

* Treating motor fluctuations:

* Clinically useful: non-ergot DA (pramipexole, ropinirole, rotigotine, apomorphine), levodopa ER,
COMT in_gib)itors (entacapone, opicapone) and MAO-B inhibitors (rasagiline, safinamide,
zonisamide

* Possibly useful: ergot DA (bromocriptine, cabergoline), tolcapone, non-ergot DA (apomorphine)
* Treating dyskinesia:
* Clinically useful: amantadine, clozapine

Fox SH, Katzenschlager R, Lim SY, et al. International Parkinson and Movement Disorder Societi3dsaddviedicine
Revi ew: Update on Treatments for the Motor 'SyrmpPpt oms of F
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Apokyn and Kynmobi Clinical PA Proposal

Approval Criteria:

* Clientis > 18 years of age

e Diagnosis of Parkinson’s disease found in the last 730
days

* Client does not have a claim for a 5HT; antagonist in the
last 30 days

 Dose does not exceed the FDA recommended dose

R
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Evrysdi (risdiplam) oral solution
Clinical Prior Authorization Proposal



Evrysdi (risdiplam) oral solution

* Evrysdi is an oral solution indicated for the treatment of
spinal muscular atrophy (SMA) in patients 2 months of
age and older.

* It is given daily.
* Dosage is based on weight; maximum daily dose is 5mg.

* [t comes as 0.75 mg/1 mL and the cost is approximately
511,170 per 80mL bottle!.

*Costs shown do not include any rebates that may be available

1. Evrysdi. In: Red Book Online. Greenwood Village (CO): Truven Health Analytics; 2021 [c
2021 Jan 22]. Available fromww.micromedexsolutions .Q
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Guidelines for the management of
Spinal Muscular Atrophy

* Treatment is recommended to be proactive — therapy should start as
earlygs ossible — nutrition and respiratory assistance should be
provide

. Disease-modifying therapies for SMA are available: nusinersen and
onasemnogene abeparvovec

* For infants and very young children with SMA who are not ventilator-
dependent, disease-moditying therapy is recommended

* For children uE to 12 years of age with moderate symptoms of SMA,
treatment with nusinersen is recommended

* Treatment of older children, adults and patients with advanced SMA
should be individualized; limited observational data suggest that older
children and adults may benefit from nusinersen, but data is not
available for onasemnogene abeparvovec in these populations

Michelson D, Ciafaloni E, Ashwal S, et al. Evidence in focus: Nusinersen use in spinal muscular atrophy:
Report of the Guideline Development, Dissemination, and Implementation Subcommittee of the American
Academy of Neurology. Neurology Nov 2018;91(20)983

Glascock J, SampsordaidetPhillips A, et al. Treatment Algorithm for Infants Di%gnosed with Spinal
Muscular Atrophy through Newborn Screening. J Neuromusc Dis 2018;5(158.4

Finkel RS, Mercuri, E, Meyer OH, et al. Diagnosis and management of spinal muscular atrophy: Part 2:
Pulmonary and acute care; medications, supplements and immunizations; other organ systems;@d ethics.
Neuromuscular Disorders 2018;28:1277. 4
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Evrysdi oral solution Clinical PA Proposal

Approval Criteria:
* This will be a manual PA

* Initial PA request:

* Diagnosis of SMA type 1, 2 or 3 (documentation of diagnosis and
baseline motor function tests must be provided)

e Client is between 2 months and 65 years of age

e Client is not currently pregnant

* Client does not have a diagnosis of hepatic impairment
* Requested dose is < 5mg/day

* Renewal request:
* Client is £ 65 years of age
e Client is not currently pregnant

e Client has had a positive response to treatment, demonstrated by
clinical improvement or no decline in function (updated functional
scores must be provided)
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Gocovri and Osmolex ER
Clinical Prior Authorization Proposal



Gocovri and Osmolex (Amantadine ER Agents)

* Gocovri is indicated for the treatment of dyskinesia in patient with
Parkinson’s disease receiving levodopa-based therapy, with or without
concomitant dopaminergic medications.

* Initial dose is 137mg daily at bedtime for 7 days, then increase to
274mg daily at bedtime.
* Osmolex is indicated for the treatment of Parkinson’s disease and
drug-induced extrapyramidal reactions in adult patients.
* Initial dose is 129mg daily in the morning; dose may be increased at
weekly intervals to a maximum dose of 322mg daily in the morning.
* WAC Pricing?:
* Gocovri: $1,358 for a 30 days supply.
* Osmolex ER: $450 for a 30 days supply.

*Costs shown do not include any rebates that may be available

1. Gocovri and Osmolex. In: Red Book Online. Greenwood Village (CO): Truven Health Analytics;
2021 [cited 2021 Jan 22]. Available freammw.micromedexsolutions.com
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Gocovri and Osmolex ER Utilization

TX Medicaid Utilization Data*

01/01/2020 to 10/31/2020

Gocovri Osmolex ER
Total Number of Claims 9 5
Unique Number of Clients 1 2
Total Claims Cost** $23,499 $1,876
Average Cost per Claim** $2,605 S375

*Includes both FFS and MCO data
**Costs displayed do not contain any rebates that may be applied
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Gocovri and Osmolex ER Clinical PA Proposal
Approval Criteria:

Client is > 18 years of age

Diagnosis of Parkinson’s disease found in the last 730 days; OR, if
the request is for Osmolex ER, diagnosis of drug-induced
extrapyramidal reaction found in the last 730 days

Client is stable on the medication (request will be approved at the
step). If stable therapy is not found:

Client has had a trial of immediate-release amantadine in the last
180 days

Client is currently taking a levodopa-containing medication

Client does not have a diagnosis of end stage renal disease (ESRD)
in the last 365 days

Requested dose is < 1 tablet/capsule daily
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Hemady (dexamethasone)
Clinical Prior Authorization Proposal



Hemady (dexamethasone)
* Hemady:

* Indicated for use in combination with other anti-myeloma
products for the treatment of adults with multiple myeloma.
e Recommended Dosing:

e 20 or 40mg orally once daily, on specific days according to the
protocol regimen.

* WAC Pricing?

* Comes as a 20mg tablet; $S596 for 24 tablets (approximately $25 per
tablet).

*Costs shown do not include any rebates that may be available

1. Hemady. In: Red Book Online. Greenwood Village (CO): Truven Health Analytics; 2021 [cited
2021 Jan 22]. Available fromww.micromedexsolutions.com
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Hemady Clinical Prior Authorization Proposal

Approval Criteria:
e Clientis > 18 years of age

e Client is currently taking an antimyeloma agent for the treatment
of multiple myeloma

* Client has had at least 2 claims for dexamethasone in the last 90
days

* No current diagnosis of serious systemic fungal infection found

* No claim for a strong CYP3A4 inhibitor or inducer found in the last
60 days

CAD
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